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HM980008PCT 


IMPORTANT NOTIFICATION 


International application No. 
PCT/JP99/06241 


International filing date (day/month/year) 

10 November 1999(10.11.99) 


International publication date (day/month/year) 
Not yet published 


Priority date (day/month/year) 

26 November 1998 (26.11.98) 


Applicant 

HISAMITSU PHARMACEUTICAL CO., INC. et al 


1. The applicant is hereby notified of the date of receipt (except where the letters "N^-P^ the 

document concerned was submitted or transmitted to the Internafonal Bureau in compl.ance with Rule 1 7.1 (a) or (b). 

2. This updates and replaces any previously issued notification concerning submission or transmittal of priority documents. 

3 An asterisk^) appearing next to a date of receipt, in the right-hand column, denotes a priority * ocument * ub ™^" n 
o tSwEfcted to the International Bureau but not in compliance with Rule 17.1 (a) or (b). In such a case, the attenOon 
rfSiS^nttedtaSidto Rule 17.1(c) which provides that no designated Office may d.sregard the priority ^laim 
coJSerneJ Kre gS the applicant an opportunity, upon entry into the national phase, to furnish the pnonty document 
within a time limit which is reasonable under the circumstances. 

4 The letters "NR" appearing in the right-hand column denote a priority document which was not received by the International 
Burea^which ^applicant did not request the receiving Office to prepare and transmit to the Interna* on.l Bureau, 

L provided by Rule 17 1(a) or (b). respectively. In such a case, the attention of the applicant ,s d.rected to Rule 1 7 1 (c)^ which 
Provided that no designated Office may disregard the priority claim concerned before giving the applicant an opportunity, 
upon entrV into the national phase, to furnish the priority document within a time limrt which is reasonable under the 
circumstances. 
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1 This international preliminary examination report has been prepared by this International Preliminary E^inin^Aut^ty 
and is transmitted to the applicant according to Article 36. ^ 



2. This REPORT consists of a total of 



sheets, including this cover sheet. 
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Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 
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Certain defects in the international application 

Certain observations on the international application 
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INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
I. Basis of the report 



4> 



International application No. 

PCT/JP99/06241 



1. With regard to the elements of the international application:* 
| | the international application as originally filed 

the description: 

pages 1-3,5-24,26-42 , as originally filed 

pages , filed with the demand 

pages 4,25 , filed with the letter of 05 October 2000 (05. 1 0.2000) 

the claims: 

pages 2-12 , as originally filed 

p a g es , as amended (together with any statement under Article 19 

p a g es 13 , filed with the demand 

pages 1 . filed with the letter of 05 October 2000 (05. 10.2000) 



| | the drawings: 

pages ^ > 88 originally filed 

pages , filed with the demand 

pages , filed with the letter of 



| | the sequence listing part of the description: 

pages , as originally filed 

pages , filed with the demand 

pages , filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: | 

| | the language of a translation furnished for the purposes of international search (under Rule 23. 1(b)). 
| | the language of publication of the international application (under Rule 48.3(b)). 

| | the language of the translation furnished for the purposes of international preliminary examination (under Rule 55,2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

1 | contained in the international application in written form. 

| | filed together with the international application in computer readable form. 

I | furnished subsequently to this Authority in written form. 

| | furnished subsequently to this Authority in computer readable form. 

[ | The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished, 
| | The statement that the information recorded in computer readable form is identical to the written sequence listing has 

been furnished. 

4. Q[j The amendments have resulted in the cancellation of: 

I 1 the description, pages 

1 I the claims, Nos. . 



1 I the drawings, sheets/fig 

I — I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
' — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 1 4 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

** Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) Claims ^ 1-13 YES 

Claims NO 

Inventive step (IS) Claims ___ YES 

Claims 1-13 NO 

Industrial applicability (IA) Claims 1-13 YES 

Claims NO 



2. Citations and explanations 

Document 1: JP, 9-286891, A 
Document 2: US, 3966905, A 

Document 3: Editing Committee for the Description of the Pharmacopoeia of Japan, "Description for the 
13 th Revision of the Pharmacopoeia of Japan, Part 1 Articles of Drugs (in Japanese) ["A" gyo] to ["Sa" 
gyo]," Hirokawa Publishing Co., pages 335-343 

The subject matters of claims 1-13 appears to be novel, since they are not described in documents 1-3 
cited in the ISR. 

The subject matters of claims 1-9 do not appear to involve an inventive step, in view of document 1 
cited in the ISR. Document 1 describes a sticky composition, and also describes to the effect that (1) the 
composition is excellent in drug release and is suitable also for iontophoresis since it is small in 
impedance and does not cause salting-out or polarization, and (2) it can contain lidocaine and 
epinephrine as drugs. The composition of document 1 uses "methoxyethylene maleic anhydride 
copolymer or methoxyethylene maleic acid copolymer" that is not used in the present application. 
However, since it is publicly known to use an acidic high polymer such as carboxyvinyl polymer in 
addition to these copolymers, as the base of a sticky composition, it is within the scope usually practiced 
by a person skilled in the art, to apply any other acidic high polymer instead of methoxyethylene maleic 
anhydride copolymer or methoxyethylene maleic acid copolymer, for selecting an optimum compound. 

The subject matters of claims 10-13 do not appear to involve an inventive step in view of documents 
1-3. Document 2 describes the addition of an antioxidant for stabilizing epinephrine, and document 3 
describes that an antioxidant can be used for stabilization, and also describes, for example, sodium 
hydrogensulfite as the antioxidant. So, it is considered to be easy for a person skilled in the art, to add 
any of the antioxidants for stabilizing the plaster of document 1 containing lidocaine and epinephrine, 
and furthermore to set the optimum content. Moreover, a person skilled in the art can set, as required, the 
current value of the iontophoretic device, to be suitable, for example, for the gel base and the 
administered drug, and it is not considered to be difficult to adopt the value described in claim 13. 

So, the subject matters of claims 1-13 do not appear to involve an inventive step. 
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